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7. 510(K) SUMMARY - Device Modification

Introduction:

This document contains the 510O(k) Summary for the Cyber Tmn Family.
The content of this summary is based on the requirements of 21 CFR 807.92(c).
This is the first submission for the Cyber Tmn Family

Applicant IQuanta System SPA
Manufacturer Via IV Novembre, 116
Name and Address: Sollbiate Olona (VA)

Italy, 21058

510(k) Contact Person: Maurizio Bianchi
Regulatory Affairs Manager
Quanta System SPA

Email: maurizio.bianchi~quantasystem.com
Phone: +39 0331 376797
Fax: +39 0331 367815

Date Prepared: November 20O, 2012

Device Name: Cyber Tmn Family

Classification: Class 11

Classification Name: Laser surgical instrument for use in general and plastic
surgery and in dermatology.

Regulation Number: 21 CFR 878.4810

Product Code: GEX

Basis for Submission: Technology, Engineering, and Performance Changes

Legally Marketed Device

The Cyber Tm Family is claimed to be substantially equivalent to these legally marketed
devices:

- Cyber Tmn 120 of the Cyber Surgical Laser Family (K090962) - Quanta System SpA
- Cyber Tmn 150 (K1 02749) - Quanta System SpA
- RevoLix Family (K1 10941) - AlMed System Inc.

Performance Standards:

There are no mandatory performance standards for this device.
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General Device Description (unmodified predicate devices vs new modified devices):

The Cyber Tm Family is laser surgical instrument for use in general and plastic surgery and in
dermatology (GEX).
In the Cyber Tm Family is installed a single Tm:YAG Laser Source with CW emission at 2.01 pm
with adjustable power from 5 W to the maximum output power (as given below). The laser
radiation is delivered to the tissue to be treated through fiber optics.

The Cyber Tm Family (that includes Cyber Tm 120, Cyber Tm 150, Cyber Tm 180 and Cyber
Tm 200) and its accessories are intended for use in surgical procedures using open,
laparoscopic ahd endoscopic incision, excision, resection, ablation, vaporization, coagulation
and hemostasis of soft tissue in use in medical specialties including:
Urology, Gastroenterology, Thoracic and Pulmonary, Gynecology, ENT, Dermatology, Plastic
Surgery, General Surgery and Arthroscopy.
Note: the Cyber Tm 180 and Cyber Tm 200 are only approved for the treatment of BPH when
used at power levels greater than 150W.

The Cyber Tm Family has the following models (and related main characteristics):

Models -Type of laser Wavelength -Min Power -Max Power
Cyber Tm 120 (unmodified) predicate device CW TuliumYAG 2.010 pmn 5 W 120 W

cyber Tm 160 (unmodified) predicate device CW Tuliumn:YAG 2.010 pm 5 W 150W
cyber Tm 180 (new) modified device CW TuliumYAG 2.010 pmn 5W 180 W

Cyber Tm 200 (new) modified device CW Tulium:YAG 2.010 pmn 5 W 200 W

The first two models of the Cyber Tm Family, the Cyber Tmi 120 and Cyber Tm 150, have been
already cleared and represent the unmodified devices (Legally Marketed Devices).
The other two, the Cyber Tm 180 and Cyber Tm 200, are the derived from the previous ones.

All models share the same structure, the same components and the same software. The
differentation of the models derives only from the factory set of the maximum output Dower, as
detailed in the next section.

Description of the modification:
The first two models of the Cyber Tm Family, the Cyber Tm 120 and Cyber Tm 150, have been
already cleared and represent the unmodified devices (Legally Marketed Devices).
The other two, the Cyber Tm 180 and Cyber Tm 200, are the derived from the previous ones.

The modification of the devices is limited to the Tm:YAG Laser Source that is installed inside
Cyber Tm Family.

So all models of the Cyber Tm Family share the same structure, the same components and the
same software. The differentation of the models derives only from the factory set of the
maximum output power of the laser resonator.
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Summary of Performance and basic Safety testing:

The Cyber Tmn Family (that includes Cyber Tmn 120, Cyber Tm 150, Cyber Tm 180 and Cyber
Tm 200) and its accessories have been tested in accordance with:

- lEG 60601-1:2005
- lEG 60601-1-2:2005
- lEG 60601-1-4: 1996 (First Ed.) -+ AmIl: 1999 (Consolidated 1.1 Ed.)
- for use with lEO 60601-1 (1988), Arms 1 (1991) and 2 (1995)
- lEG 60601-2-22:2005
- lEO 60825-1:2007

The Cyber Tmn Family (that includes Gyber Tm 120, Cyber Tm 150, Gyber Tmn 180 and Cyber
Tm 200) and its accessories comply with European Medical Device 93/42/EEC.
Moreover a specific bench testing was conducted on the proposed Cyber Tmn Family devices to
support a determination of substantial equivalence to the predicate device. The depth of thermal
injury and coagulation were measured and compared to the unmodified predicate devices and
did not show significant differences. The ablation depth was also measured and found to be of
comparable depth, keeping the same power density through the use of different fiber diameter.
Other tissue effects such as carbonization were also found to be comparable.

Indications for Use

The Cyber Tmn Family is laser surgical instrument for use in general and plastic surgery and in
dermatology (GEX).
In the Cyber Tm Family is installed a single Tm:YAG Laser Source with OW emission at 2010
nmn with adjustable power from 5 W to the maximum output power (as given below). The laser
radiation is delivered to the tissue to be treated through fiber optics.

The Cyber Tmn Family (that includes Cyber Tmn 120, Cyber Tmn 150, Cyber Tm 180 and Cyber
Tmn 200) and its accessories are intended for use in surgical procedures using open,
laparoscopic and endloscopic incision, excision, resection, ablation, vaporization, coagulation
and hemostasis of soft tissue in use in medical specialties including:
Urology, Gastroenterology, Thoracic and Pulmonary, Gynecology, ENT, Dermatology, Plastic
Surgery, General Surgery and Arthroscopy.
Note: The Cyber Tm 180 and Cyber Tmn 200 are only approved for the treatment of BPH when
used at power levels greater than 150W
The Cyber Tmn Family has the following models:

Models Type of laser Wavelength Min Power Max Power
cyber Tnt 120 (unmodified) predicate device CW Tulium:YAG 2.010 pmn 5W 120 W

cyber Tm 150 (unmodified) predicate device CW Tuliuni:YAG 2.010 pm 5W 150W

Cyber Tm 180 (new) modified device CW Tuliun:YAG 2.010 pm 5W 180 W

cyber Tm 200 (new) modified device CW Tulium:YAG 2.010 pm 5W 200 W

The first two models of the Cvber Tm Family, the Cyber Tm 120 and Cyber Tm 150, have been
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already cleared and represent the unmodified predicate devices (Legally Marketed Devices).
Tbe Cyber Tm 180 and Cyber Tm 200, are the derived from the previous ones.
The RevoLix Family (1(110941) has been already cleared and is a secondary predicate device
(Legally Marketed Devices).

The intended use of the predicate devices (Legallv Marketed Devices) are the same as the
modified devices.

Substantial Equivalence:

The first two models of the Cyber Tm Family, the Cyber Tm 120 and Cyber Tm 150, have been
already cleared and represent the unmodified predicate devices (Legally Marketed Devices).
The Cyber Tm 180 and Cyber Tm 200, are the derived from the previous ones.
The RevoLix Family (KI110941) has been already cleared and is a secondary predicate device
(Legally Marketed Devices).
All models of the Cyber Tm Family share the same structure, the same components- and the
same software. The modified devices have the same intended use and the same technological
characteristics and principles of operation as the unmodified devices. It has been demonstrated
that the modified devices of the Cyber Tm Family are safe and effective as the unmodified-
devices and the predicate devices.

Thus the modified devices included in the Quanta System Cyber Tmn Family are substantially
equivalent to the previously legally marketed devices.

7-4



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

4 Food and Drug Administration
10903 New Harnpshirc Avenue
Document Control Center - W066-C6D9
Silver Spring. MD 20993-002

Quanta System Spa July 3, 2013.
% Mr. Maurizio Bianchi
Via IV Novembre N' 116
21058 Solbiate Olona (VA)
Italy

Re: KI3IO8I
Trade/Device Name: Cyber Tm Family
Regulation Number: 21 CFR 878.48 10
Regulation Name: Laser surgical instrument for use in general surgery and

plastic surgery and in dermatology
Regulatory Class: Class II
Product Code: GEX
Dated: June 12, 2013
Received: June 13, 2013

Dear Mr. Bianchi:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must



Page 2 - Mr. Maurizio Bianchi

comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CER Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

if you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to httn)://www. da.go/AbotitFDA/CentersOffices/CDRH/CDRHOffies/ucm 15 809.litm for
the Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
htti)://www.fda.pov/MedicaiDevices/Safetv/RenortaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
littn)://www.fda.2ov/MedicalDevices/ResourcesforYou/industrv/default.htni.

Sincerely yours,

Mark N.-Me1krson -S
Mark N. Melkerson
Acting Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use Statement

51D0(k) Number (if known): 131081

Device Name: Cyber Tm Family

Indications for Use:

The Crewr Tmn Pamly (that Includes Cybor Tmn 120, Cyber Tm 150, Cybor Tmn 130 and Cyber Tmn 230) and it8ccessories Ore Intended
for meo in surgical procedures using open, laparoscopic and endoscoplo; incision, excision. reslection, ablation, vaporization. coagulation
and hemostasis of soft tnssu in noe in medical specialties Including:
Urology. Gstroenterology, Thoracic and Pulmonary. Gynecology, ENT, Dermatology, Plastic Surgery, General Surgery and

Open and endloscopic surgery (incision, axebion. resection. ablation, vaporization, coagulation and hmosteals including:

-Urethral Strictures
*Bladder Neck Incisions (8141)
- Ablation and resection of Bladder Tumors, Uroihoral Tumors and Ureteral Tumors.
-Ablation of Benign Prostati; Hypertrophy, (SHP).
- Trensurebral incision of the prostate (TUIP)
*Laser Resecton of the Prostrate
- Loser Enucleator, of tM Prostate
-Laser Ablation of the Prostate
- Condylonmas
- Lesions of external genitalia

Note: The Cylber Tmn 180 and Cyber Tmn 200 are only approved for the treatment of BPH when used at power levels greater than 150W.

Prescription Use _X_ AND/OR Over-The-Counter Use_
(Part 21 C.F.R. 801 Subpart 0) (21 C.F.R. 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

N .eil~lgden:- "ncurrence of CORH, Office of Device Evaluation (ODE)

201 3.06.27115.35:2Z2 4'0

(Division Sign-Off) for MXM

Division of Surgical Devices

510(k) Number K<131081

Pagj1of 5
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Indications for Use Statement

510(k) Number (if known): K131081

Device Name: Cyber Tm Family

Indications for Use: continued

Open and endlostopic; gastroenterology surgery (incsion, exclsion, resoction, ablation. vaporintion, coagulti~on and hemostasis)
including:

* Appendectomy
- Polyps
* Biopsy
- Gell Bladder calcull
. Biliary/Ble duct calculi
- Ulcers
- Gasti ulcers
- Duodenal ulcers
- Non Bleeding Ulcer,
* Pancrealitu.
- Hemorrhoids
- Cholecyslactoniy
* Benign and Malignant Neoplasm
* Angiodysplasia
- Colorectal caner
. Telanglectasias
- Telanglactaslas of the Osler-Weboor-Renu disease
- Vascular Malformation

-Gostrilis

-Esophogills

- Esophagel ulcers
-Varices

-Colitis

- Mallory-Weiss tear
-Gastrc Erosions

Prescription Use __X__ AND/OR Over-The-Counter Use -__
(Part 21 C.F.R. 801 Subpart 0) (21 C.F.R. 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

(Division Sign-Off) for MXM

Division of Surgical Devices

510(k) Number K131081

Pagjof 5
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Indications for Use Statement

510(k) Number (if known): K131081

Device Name: Cyber Tm Family

Indications for Use: continued

Open and taparoscopic, gynecological surgery (incision, excision, resection. ablation, vaporization. coagulation and hemnostass):

-Intr-uterine ashsonant of subnmucous fibroids
*bengn endornaetia polyps; and uterine sptumn by incision. excision. ablation and or vessel

coagulation
- Soft tissue excision procedures such as excisional conkzatiou, of the corrix

FEW*
Endoecopic endlonasal surgery (incision, excision, reseaction, ablation, vaporization, coagulation and hemnoslasis of soft lissue) IncludIng:

- Endlonasalisinus Surgery
* Partial turbbnectomy
* Polypectony
- Dacryocysbrhtnostomy
- Frontial Sinusotomny
- Ettunoidectomny
* Maxiltary anfrostomy
- Functional andloscopic sinus surgery
- Lesions or turmors of five oral, nasal, giossl, Pharyngeal end laryngeal
- Tonsillectomy
- Adenoidectonmy

Dennatolopy and Plastic Surery
Incision, excision, resection, ablation, vaporization, coagulation and hemnostasisol soft, mucosal fatty and cartilaginous tissue, In
therapeutic plastic. deminatologic end aesti surgical procedures including:

*Basal Coil Carcinomoas
- Lesion of skin and subcutaneous tissue
*Skin tags
- planter warts

Prescription Use _X_ AND/OR Over-The-Counter Use__
(Part 21 C.F.R. 801 Subpart 0) (21 C.F. R. 807 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off) for MXM

Division of Surgical Devices

510(k) Number K131081

Pag-jof S
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Indications for Use Statement

510(k) Number (if known): K131081

Device Name: Cyber Tm Family

Indications for Use: continued

Open laparoscopic and endocopic surgery (Incision, excision, resection, ablation, vaporizaton, coagulation and henmostisis) Including:

-Cholecystactomy

-Lysis of adhesion
-Appendectomy

-Blopsy

-Skin incision
-Tissue dissectjon
-Excision of external tumors and lesions
-Complete or partial resection of Internet organs, tumors and lesion.
*Mastectomy
*Hepatectomy
*Pencrestectomy
-Splenectorny

*Thyroldectonly
-Pamliiyroidectomny

-Hemnlorrhaphy

*Toinsillectomy
-Lymphadonectomny

-Partial Nophroctomy
*Pflonidal Cystectomy
*Resection of lipome
-Debridenment of Decubritus Ulcer
- Hemorrhids
-Debridomont of Stals Ulcer

Prescription Use _X__ AND/OR Over-The-Counter Use -__
(Part 21 C.F.R. 801 Subpart 0) (21 C.F.R. 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off) for MXM

Division of Surgical Devices

510(k) Number K131081

PagLof 5
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indications for Use Statement

510(k) Number (if known): Ki131081

Device Name:.Cyber Tm Family

Indications for Use: continued

Thoracic and Pulmonary
Open and endtoscopio thoracic and pulmonary surgery (Incision. ecIsbn, resection. ablation, vaporization, coagulation and hernoslosis)
of soft lissue

* Laryngeal lesions
*Airway obstructions Including carcinoma
* Polyp. and granuloma
*Palliation of obstructing carcinoma of fte t'aoheobroncisl tree

AnthrosoopyiOrthopedic surgery (eacisioi. ablation and coagulation of soft and cartlaginus tisse):

* Ablation of soft and cartlailmouw tissue in Mramai invashve spinal Surgepr including
- Peroitacct Laser DISC Decompressiofliscactomny
- Foraminoplasty
- Ablation and ccagulator of sof vascular- and nn vascular tiss in minimally lnvaaive spnal surgery.

Prescription Use _X_ AND/OR Over-The-Counter Use_
(Part 21 C.F.R. 801 Subpart 0) (21 C.FR. 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off) for MXM

Division of Surgical Devices

510(k) Number K131081
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